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DETAILED ACTION 

Status of the Claims 

Claims 38, 39 and 58 are canceled. Claims 64-75 are newly added. Claims 33-37 and 59- 
75 are pending and under examination. Any objection or rejection not expressly repeated has 
been withdrawn. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 33, 36, 37 and 59-61 are rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for treatment/prevention of infection comprising an 
oligosaccharide, such as 2'FL or 2TLNAc - known to be beneficial in this sort of therapy - in 
combination with one having a fucose with an a 1,3 or a 1,4 linkage to a galactose does not 
reasonably provide enablement for this method using a molecule having a fucose with an a 1,3 or 
a 1,4 linkage to a galactose as the minimum requirement. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to use the 
invention commensurate in scope with these claims. 

Many of the factors regarding undue experimentation have been summarized in In re 
Wands, 858 F.2d 731, 8 USPQ2d 1400 (Fed. Circ. 1988) as follows: 
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(1) The quantity of experimentation necessary (time and expense); 

(2) The amount of direction or guidance presented; 

(3) The presence or absence of working examples of the invention; 

(4) The nature of the invention; 

(5) The state of the prior art; 

(6) The relative skill of those in the art; 

(7) The predictability or unpredictability of the art; and 

(8) The breadth of the claims. 

The claims are drawn to a method of treating or reducing the risk of infection comprising 
administering a composition containing a molecule including a fucose group in an a 1,3 or a 1,4 
linkage to a galactose, a very broad genus of compounds. The specification concentrates on those 
known species of oligosaccharides shown in the art to be found in human milk. The disclosure 
further discusses those similar in structure, but these are only described generically, as in instant 
claim 33. Of all the many oligosaccharide species disclosed, Applicant has not identified, much 
less tested or even suggested a dosage range for, a single species having this type of fuc-gal 
linkage. Therefore, the guidance with respect to this embodiment is lacking. 

The state of the art is such that it is known that a wide variety of oligosaccharides and 
glycoconjugates are found in human milk and that these compounds are useful for the prevention 
of the adhesion of microorganisms to cells, as discussed in the Prieto references below. 
However, there do not appear to be any known oligosaccharides derived from milk having this 
particular epitope. 

It is also known that the basis for the oligosaccharides' ability to inhibit adhesion is the 
recognition of the oligosaccharides by infectious agents. The interaction between 
oligosaccharides and microorganisms is highly dependent on the structure of the oligosaccharide, 
and small changes in structure can lead to very large changes in the interaction with the 
microorganism. For example, Magnusson et al (US 5,474,986) teaches that galabiose derivatives 
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can be used for reducing bacterial infection. However, Table I demonstrates how small structural 
changes can greatly change the activity of the compound. Going from galal-4gal|3-OR 
(compound 1) to fucal-4gal(3-OR (compound 8) results in a nearly 95% decrease in activity. 
This demonstrates how unpredictable the art is. The fact that an oligosaccharide has a somewhat 
similar structure to one known for a particular activity is not the basis for a reasonable 
expectation that the hypothetical oligosaccharide will have the same activity as the known one. 

In view of the foregoing, it is deemed that one of ordinary skill would require undue 
experimentation in order to use the invention commensurate with the scope of the claim. 

Claim Rejections - 35 USC § 102 
Claims 70-77 are rejected under 35 U.S.C. 102(b) as being anticipated by Prieto et al (US 
6,045,854). 

Prieto '854 discloses the administration of a synthetic nutritional formulation to infants. 
The composition comprises various oligosaccharides found in human breast milk. See col 3, 
lines 18-60 and examples. The administration of the composition inherently reduces the risk of 
infection. The reference recognizes that these oligosaccharides are known for protecting infants 
from infection. See col 1, lines 62-64. With respect to treatment, the administration of the 
nutritional composition would be continued even if the infant were ill, so the treatment method 
would be accomplished. 
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Claim Rejections - 35 USC § 103 

Claims 62-77 are rejected under 35 U.S.C. 103(a) as being unpatentable over Prieto et al 
(US 2002/0019991). 

Prieto '991 discloses the administration of a composition comprising at least one glycan 
comprising a fucose in an a 1,2 linkage for the prevention or treatment of enteric infections, V. 
cholerae or E. coli. See particularly paragraphs [0028]-[0034]. The glycan entities include 
glycoproteins and glycolipids. 

The reference is particularly drawn to the prevention and treatment of V. cholerae and E. 
coli and does not specifically address prevention and treatment of C. jejuni. However, the 
reference specifically discloses avid binding (indication of utility in prevention/treatment of 
pathogen) with some of the described oligosaccharides, particularly H-2 (Fucal-2Gal|31- 
4GlcNAc). See example I. 

The reference does not particularly disclose a composition or conjugate having more than 
one oligosaccharide. However, the reference specifically suggests compositions and 
glycoconjugates (including glycoproteins) having "at least one fucose residue in an a 1-2 
linkage." (emphasis added) See for example, paragraph [0031]. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to use a composition disclosed comprising H-2 for the prevention/treatment 
of C. jejuni and E. coli with a reasonable expectation of success because the reference discloses 
strong binding of C. jejuni and E. coli with this oligosaccharide. Finally, it would be further 
obvious to prepare compositions or glycoconjugates, including glycoproteins, having more than 
one of the recited oligosaccharides with a reasonable expectation of success because it is 
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suggested by the art. The risk of infection from the other newly recited pathogens would 
similarly be reduced in carrying out this method. 

Applicant's arguments filed February 22, 2010 have been fully considered but they are 
not persuasive. Applicant argues that the examiner has misinterpreted paragraph [0030] in 
concluding that the reference suggests conjugates having more than one oligosaccharide. 
Applicant states that "a skilled person in the art would have readily known that the phrase 
'include at least one fucose residue in an a 1,2 linkage" used in paragraph [0030] describes a 
particular family oligosaccharides, each member having one or more fucose residues; it does not 
relate to any molecule containing two or more oligosaccharide moieties." It appears that 
Applicant is interpreting this as if it read that the composition "includes at least one fucose, one 
of which is in an al,2 linkage." The examiner does not agree that this is the most reasonable 
interpretation of this passage. A composition comprising "at least one fucose residue in an a 1,2 
linkage" clear contemplates one having "more than one fucose residue in an a 1,2 linkage." 

It is further noted that it was paragraph [0031], not [0030], that was cited to suggest 
multiply substituted conjugates. That paragraph recites "the present invention also comprises 
compositions comprising analogues which mimic the fuc a 1,2 epitope in such a way that their 
affinity for the carbohydrate binding domain of enteropathogenic bacteria is equal to or greater to 
or greater than the compositions described above [suggesting the composition described in 
paragraph [0030]] comprising at least one fucose residue in an al,2 linkage." This paragraph 
also suggests the use of glycoproteins, known typically to have multiple glycosyl moieties. 
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Allowable Subject Matter 

Claims 34 and 35 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

The Prieto references teach as set forth above. The references do not teach or fairly 
suggest the administration of a composition comprising 2'FL or 2'FLNAc that further comprises 
a molecule having a fucose group in an a 1,3 or al,4 linkage to a galactose. 

Applicant's amendment necessitated the new grounds of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Examiner's hours, phone & fax numbers 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Leigh Maier whose telephone number is (571) 272-0656. The examiner can 
normally be reached on Tuesday, Thursday, and Friday 7:30 to 4:00 (ET). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ms. 
Anna Jiang (571) 272-0627, may be contacted. The fax number for Group 1600, Art Unit 1623 
is (571) 273-8300. 

Visit the U.S. PTO's site on the World Wide Web at http://www.uspto.gov. This site contains 
lots of valuable information including the latest PTO fees, downloadable forms, basic search 
capabilities and much more. Information regarding the status of an application may be obtained 
from the Patent Application Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information for 
unpublished application is available through Private PAIR only. For more information about the 
PAIR system, see http://pair-direct.uspto.gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197. 



/Leigh C. Maier/ 
Primary Examiner 
Art Unit 1623 



